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necessary to provide reasonable assur-
ance of the safety and effectiveness of 
the device. If the panel recommends 
classification or reclassification of 
such a device into a class other than 
class III, it shall set forth in its rec-
ommendation the reasons for so doing 
together with references to supporting 
documentation and data satisfying the 
requirements of § 860.7, and an identi-
fication of the risks to health, if any, 
presented by the device. 

(b) The Commissioner will classify an 
implant or life-supporting or life-sus-
taining device into class III unless the 
Commissioner determines that such 
classification is not necessary to pro-
vide reasonable assurance of the safety 
and effectiveness of the device. If the 
Commissioner proposes to classify or 
reclassify such a device into a class 
other than class III, the regulation or 
order effecting such classification or 
reclassification will be accompanied by 
a full statement of the reasons for so 
doing. A statement of the reasons for 
not classifying or retaining the device 
in class III may be in the form of con-
currence with the reasons for the rec-
ommendation of the classification 
panel, together with supporting docu-
mentation and data satisfying the re-
quirements of § 860.7 and an identifica-
tion of the risks to health, if any, pre-
sented by the device.

§ 860.95 Exemptions from sections 510, 
519, and 520(f) of the act. 

(a) A panel recommendation to the 
Commissioner that a device be classi-
fied or reclassified into class I will in-
clude a recommendation as to whether 
the device should be exempted from 
some or all of the requirements of one 
or more of the following sections of the 
act: Section 510 (registration, product 
listing and premarket notification), 
section 519 (records and reports), and 
section 520(f) (good manufacturing 
practice regulations). 

(b) A regulation or an order 
classifying or reclassifying a device 
into class I will specify which require-
ments, if any, of sections 510, 519, and 
520(f) of the act the device is to be ex-
empted from, together with the reasons 
for such exemption. 

(c) The Commissioner will grant ex-
emptions under this section only if the 

Commissioner determines that the re-
quirements from which the device is 
exempted are not necessary to provide 
reasonable assurance of the safety and 
effectiveness of the device.

Subpart C—Reclassification
§ 860.120 General. 

(a) Sections 513(e) and (f), 514(b), 
515(b), and 520(l) of the act provide for 
reclassification of a device and pre-
scribe the procedures to be followed to 
effect reclassification. The purposes of 
subpart C are to: 

(1) Set forth the requirements as to 
form and content of petitions for re-
classification; 

(2) Describe the circumstances in 
which each of the five statutory reclas-
sification provisions applies; and 

(3) Explain the procedure for reclassi-
fication prescribed in the five statu-
tory reclassification provisions. 

(b) The criteria for determining the 
proper class for a device are set forth 
in § 860.3(c). The reclassification of any 
device within a generic type of device 
causes the reclassification of all sub-
stantially equivalent devices within 
that generic type. Accordingly, a peti-
tion for the reclassification of a spe-
cific device will be considered a peti-
tion for reclassification of all substan-
tially equivalent devices within the 
same generic type. 

(c) Any interested person may submit 
a petition for reclassification under 
section 513(e), 514(b), or 515(b). A manu-
facturer or importer may submit a pe-
tition for reclassification under section 
513(f) or 520(l). The Commissioner may 
initiate the reclassification of a device 
classified into class III under sections 
513(f) and 520(l) of the act. 

[43 FR 32993, July 28, 1978, as amended at 57 
FR 58404, Dec. 10, 1992]

§ 860.123 Reclassification petition: 
Content and form. 

(a) Unless otherwise provided in writ-
ing by the Commissioner, any petition 
for reclassification of a device, regard-
less of the section of the act under 
which it is filed, shall include the fol-
lowing: 

(1) A specification of the type of de-
vice for which reclassification is re-
quested; 
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